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DETAILED ACTION 

Claim Status 

Claims 14-21 and 24-32 are pending. Claims 1-13 and 22-23 are cancelled. 

Information Disclosure Statement 

The information disclosure statements (IDS) submitted on November 20, 2008 
and April 13, 2009 were in compliance with the provisions of 37 CFR 1 .97 and 37 
CFR 1 .98. Accordingly, the information disclosure statements were considered by the 
examiner. A signed copy of forms 1449 are enclosed herewith. 

Claim Objections 

The objection to claim 23 is withdrawn in light of applicant's cancellation of the 

claim. 

Claim Rejections - 35 USC §112 

The rejection of claims 14-32 rejected under 35 U.S.C. 112, first paragraph, as 
based on a disclosure which is not enabling are withdrawn in light of applicant's 
persuasive arguments. 

The rejection of claims 14-32 rejected under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention are withdrawn in light of applicant's 
persuasive arguments and amendment. 
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Claim Rejections - 35 USC § 103 

The rejection of claims 30-32 rejected under 35 U.S.C. 103(a) as being 
unpatentable over Mulye (US 2002/0192285) in view of Pinoit et al (Polymer 43:2321- 
2328) is withdrawn in light of applicant's persuasive arguments. 

The rejection of claims 14-29 rejected under 35 U.S.C. 103(a) as being 
unpatentable over Mulye (US 2002/0192285) in view of Murphy (US Patent No. 
3,296,01 6) and Pinoit et al (Polymer 43: 2321 -2328) is withdrawn in light of applicant's 
persuasive arguments. 

However, upon further consideration, a new ground(s) of rejection is made 

below. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 14-32 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 14 recites, "A method for producing a coated pharmaceutical form or part 
of a pharmaceutical form or a food supplements or a part thereof..." and further recites, 
"...to produce the coated pharmaceutical form or part of pharmaceutical form or a food 
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supplements or a part thereof." This limitation is indefinite because the wording of the 
claim is confusing and it is unclear if applicant is referring to a pharmaceutical form or 
food supplement that is partially coated. For examination purposes, the examiner will 
interpret the limitation as a method for producing a pharmaceutical form or food 
supplement that is partially coated or completely coated. However, appropriate 
correction is required for reasons of clarity. 

Furthermore, claim 14 recites that the two coating agents are simultaneously 
sprayed by spray application using one or more spray devices, which, singly or 
together, atomize liquids separately, and whose spray beams overlap, and wherein the 
two coating agents are mixed in the spraying process. However, it is not clear how the 
two coating agents can be kept separate and be mixed only in the spraying process by 
overlapping spray beams when the number of nozzles is not specified in the claim. 
How can the two coating agents be kept separate and be mixed in the spraying process 
by overlapping spray beams using one spraying device without the number of nozzles 
specified? Thus, applicant should specify the number of nozzles in the claim to make it 
clear how the coating agents remain separate and are subsequently mixed in the 
spraying process by overlapping spray beams. 

Dependent claims 15-32 are rejected as being dependent on a rejected base 

claim. 



Claim Rejections - 35 USC § 103 
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The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 30-32 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Mulye (US 2002/0192285). 

Claims 30-32 are drawn to pharmaceutical forms produced by the method for 
producing a coated pharmaceutical form. Since this is a product-by-process limitation, 
determination of the patentability is based on the product itself. In this case, the product 
must comprise a first film-forming coating agent, a (meth)acrylate copolymer of 30-80 
wt.% or 70-20 wt.% (meth)acrylate monomers having a tertiary amino group in the alkyl 
radical. Furthermore, the product must comprise a second film-forming coating agent 
that is a polymer having anionic groups. Moreover, the coating agents should comprise 
no more than 20 wt.% plasticizer and no more than 5 wt.% of nonionic emulsifier. 

Mulye teaches an aqueous pharmaceutical coating formulation which is used for 
coating core elements containing one or more medicaments to achieve controlled 
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release (abstract). Muyle teaches that the core elements contain medicaments, such as 
vitamins, antiarrythmics, anti-inflammatory drugs, etc (paragraphs 0054-0055). The 
central core can be in the form of a pellet, seed, bead, or sphere (paragraph 0065- 
0066). The first component of the coating composition is a water insoluble polymer 
which includes methacrylic ester polymers and polymers or copolymers of acrylates or 
methacrylates having low quaternary ammonium content (paragraph 0037). In addition, 
the coating formulation contains an enteric polymer, which can be selected from 
polymers having anionic groups including polyvinyl acetate phthalate (PVAP) and a 
methacrylic acid copolymer (paragraph 0040). Mulye teaches that the coating 
composition can contain plasticizers and emulsifying agents (paragraph 0047, 0048). 
As such, Mulye suggests that the coating composition can be free of plasticizers and 
emulsifying agents. In the examples of Mulye, plasticizer is present in a concentration 
of about 1 5 wt.% of the water-insoluble polymer and an emulsifier is utilized in a 
concentration up to 1% (paragraphs 0104, 0107). 

Although Mulye suggests the use of a first film-forming coating agent 
(methacrylate copolymer), ethyl cellulose is preferred and thus the coating agent is not 
immediately envisaged and therefore the instant rejection is made under obviousness. 

However, it would have been obvious to an artisan of ordinary skill at the time the 
invention was made to look at the guidance provided by Mulye and incorporate the 
methacrylate copolymer in the coating composition One would have been motivated to 
do so since Mulye suggests the use of a methacrylate copolymer as a suitable coating 
agent. Furthermore, it is within the skill of an artisan to select a given coating agent 
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depending on the desired release characteristics of the composition, which depends on 
the needs of a particular patient population. 



Claims 14-16, 18-21, and 24-29 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Nishiyama et al (EP 1 1 81 983) in view of Mulye (US 2002/01 92285) 

Nishiyama et al teach an enteric coating technique capable of applying enteric 
coating to a preparation, such as tablets, granules, and capsules (paragraphs 0006, 
0024). According to Nishiyama et al, the invention has a nozzle for spraying an enteric 
polymer dispersion/solution and a nozzle for spraying a plasticizer dispersion/solution 
(paragraph 0007). The enteric polymer and plasticizer are sprayed simultaneously but 
separately from the nozzle openings of a spray gun so that they can be mixed during 
spraying and coating. As such, Nishiyama et al teach that the enteric coating is 
obtained without clogging the spray gun and keeping the equipment cost low. 
Nishiyama et al teach that the anionic polymer, cellulose acetate phthalate can be used 
as an enteric coating (paragraph 0017). According to Nishiyama et al, plasticizer is 
used in an amount of 5-60 wt.% and no particular limitation is imposed on the amount of 
plasticizer as long as enough is used to attain an improvement (paragraph 0022). 
Nishiyama et al also teach that the coating amount differs depending on the kind of solid 
dosage form and teaches that 3-50 wt.% based on the weight of the solid dosage form 
is preferred (paragraph 0023). 
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Nishiyama et al do not teach the addition of a first film-forming coating agent, 
such as a methacrylate copolymer, that can be mixed with the enteric polymer during 
spraying or coating by simultaneously spraying the coatings using two nozzles. 

Mulye teaches an aqueous pharmaceutical coating formulation which is used for 
coating core elements containing one or more medicaments to achieve controlled 
release (abstract). The first component of the coating composition is a water insoluble 
polymer which includes methacrylic ester polymers and polymers or copolymers of 
acrylates or methacrylates having low quaternary ammonium content (ie. Eudragit RS, 
RL) (paragraph 0037). In addition, the coating formulation contains an enteric polymer, 
which can be selected from polyvinyl acetate phthalate (PVAP), cellulose acetate 
phthalate, and a methacrylic acid copolymer (paragraph 0040). According to Mulye, the 
enteric polymer and the water insoluble polymer are present in effective amounts to 
form a film over the active ingredient that substantially retards the release of the 
medicament in aqueous solutions at a pH of 4.5 or less (paragraph 0042). Mulye 
teaches that the coating is a heterogenous mixture or dispersion (paragraph 0051 ). The 
coating polymers are present in the coating composition in a weight ratio ranging from 
about 3:1-20:1 (paragraph 0042) and the coating composition is preferably 3-15 wt.% of 
the core (paragraph 0052). Mulye teaches that the coating composition can contain 
plasticizers and emulsifying agents (paragraphs 0047, 0048). As such, Mulye suggests 
that the coating composition can be free of plasticizers and emulsifying agents. In the 
examples of Mulye, plasticizer can be present in a concentration of about 1 5 wt.% of the 
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water-insoluble polymer and an emulsifier is utilized in a concentration up to 1% 
(paragraphs 0104, 0107). 

Therefore, it would have been obvious to an artisan of ordinary skill at the time 
the invention was made to add a water insoluble polymer, such as a methacrylate 
copolymer to the coated preparations of Nishiyama et al. One would have been 
motivated to do so because Mulye teaches that a combination of enteric polymer and 
water insoluble polymer can interact to form a barrier over a core element that can 
substantially retard the release of a medicament at a pH of 4.5 or less. Thus, one would 
have been motivated to incorporate a water-insoluble polymer with the enteric polymer 
of Nishiyama et al in order to obtain a desired release of the medicament in its core 
element, which depends on the needs of a particular patient population. Furthermore, it 
would have been obvious to spray the water insoluble polymer via another nozzle and 
spray it simultaneously with the enteric polymer and plasticizer of Nishiyama et al so 
that they can all be mixed during spraying and coating. One would have been 
motivated to do so in order to avoid spray gun clogging and to keep the equipment cost 
low, as taught in Nishiyama et al, especially since Mulye teaches that the mixing of the 
two coating agents (water insoluble polymer and enteric polymer) result in a 
heterogenous mixture or dispersion and that the dispersions can be described as 
suspensions or emulsions. 

Regarding claims 18 and 25-26, which are directed to second film forming agent 
being a polyvinyl acetate derivative and (meth)acrylate copolymer, although Nishiyama 
et al teach cellulose acetate phthalate as an enteric coating polymer, Mulye teaches 
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that polyvinyl acetate phthalate, (meth)acrylate copolymer, and cellulose acetate 
phthalate can be used as enteric coating polymers. Therefore, since Mulye teaches 
that the enteric coating polymers are functionally equivalent, one would have been 
motivated to use polyvinyl acetate phthalate and (meth)acrylate copolymer in the 
coating of Nishiyama et al with an expectation of similar results. 

Regarding claim 21 , which is directed to the spray application taking place in a 
drum coater, a coating pan, a fluidized bed apparatus, or a spray sifter, although Mulye 
does not teach the simultaneous spraying of the coating agents that are mixed when the 
spray beams overlap, Mulye teaches that various coating apparatuses may be 
employed during the spray application including a fluidized bed coating apparatus, a 
pan coating apparatus, etc (paragraph 0078). 

Regarding claim 24, it would have been obvious to an artisan of ordinary skill at 
the time the invention was made to use two or more spray devices. The utilization of 
two spray devices doubles the amount of flow and increases the amount of coating that 
can be sprayed onto a substrate versus using only one spray device. As such, one 
would have been motivated to manipulate the spraying device setup and maximize the 
flow and amount of coating that could be sprayed onto a substrate. 

Regarding the amount of plasticizer specified in claim 1 , Nishiyama et al teach a 
range that encompasses the amount of plasticizer specified in the instant claims (not 
more than 20 wt.%). According to MPEP 2144.05, when the claimed ranges overlap or 
lie inside ranges disclosed by the prior art a prima facie case of obviousness exists. In 
re Wertheim, 541 F.2d 257, 191USPQ 90 (CCPA 1976); In re Woodruff, 919 F. 2d 1575, 
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16 USPQ2d 1934 (Fed. Cir. 1990). In addition, it would have been obvious to an artisan 
of ordinary skill at the time the invention was made to routinely optimize the amount of 
plasticizer, especially since Nishiyama et al state that no particular limitation is imposed 
on the amount of plasticizer as long as enough is used to attain an improvement 
(paragraph 0022). One would have been motivated with a reasonable expectation of 
success to manipulate and lower the amount in order to best achieve the desired 
results, especially since it is known in the art that plasticizers can be toxic. Thus, 
absent some demonstration of unexpected results from the claimed parameters, it 
would have been obvious at the time of Applicant's invention. See In re Aller, 220 F.2d 
454,456, 105 USPQ 233, 235 (CCPA 1955) & MPEP 2144.05. Moreover, further 
motivation is provided in Mulye, which utilizes low amounts of plasticizers in its 
examples. 

Claims 17 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Nishiyama et al (EP 1 1 81 983) in view of Mulye (US 2002/01 92285) as applied to claims 
1 4-1 6, 18-21, and 24-29 above and in further view of Timmins et al (US Patent No. 
6,475,521). 

The disclosures of Nishiyama et al and Mulye are discussed above. As 
reiterated above, Mulye teaches the water-insoluble polymers, Eudragit RS and RL. 

However, neither Nishiyama et al nor Mulye teach the specific first-forming 
coating agent disclosed in claim 17, wherein the coating agent is a copolymer of 25% by 
weight methacrylate, 25% by weight butyl methacrylate, and 50 wt.% 
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dimethylaminoethyl methacrylate. As evidenced by the instant specification, a coating 
agent with these specified ratios of polymer is Eudragit E100 (pg. 8, lines 4-9). 

Timmins et al teach a controlled release delivery composition comprising 
hydrophobic polymers including Eudragit RS, Eudragit RL, and Eudragit E100 (column 
10, lines 44-55). 

Therefore, it would have been obvious to an artisan of ordinary skill at the time 
the invention was made to combine the teachings above and utilize the water insoluble 
polymers of Timmins et al or Mulye as coating agents. One would have been motivated 
to do so since Timmins et al teach that the instant coating agent and Mulye's coating 
agent (Eudragit RS, RL) are both useful as hydrophobic polymers. Thus, one would 
have been motivated to substitute the instant water-insoluble polymer (Eudragit E100) 
into the coating composition of Mulye with an expectation of similar results since 
Timmins et al teach the equivalency of the coating agents. 



Response to Arguments 

Applicant's arguments filed 12/19/08 have been fully considered but they are 
moot in view of the new grounds for rejection presented above. The examiner notes 
that Mulye was used as a reference in the previous non-final rejection mailed 9/19/08. 
However, in applicant's arguments, applicant only argues the combination of Mulye with 
the references used in the previous rejection. Since Mulye is now combined with new 
references in this rejection and is no longer used as a primary reference in regard to the 
rejection of claims 14-21 and 24-29 under USC 103 (a), applicant's arguments are 
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moot. 

Conclusion 

Claims 14-21 and 24-32 are rejected. No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to RACHAEL E. WELTER whose telephone number is 
(571) 270-5237. The examiner can normally be reached 7:30-5:00 Monday-Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sharmila Landau can be reached at 571-272-0614. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



REW 

/Lakshmi S Channavajjala/ 
Primary Examiner, Art Unit 161 1 
April 24, 2009 



